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DETAILED ACTION 

1 . This Office Action is in response to the request for continued examination filed on 
September 23, 2008. Examiner acknowledges claims 1-11,1 4-26, 28, 29, and 30 are 
pending in this application, with claims 1, 8, 14, 15, 17, 23-26, and 28-30 having been 
currently amended, and claims 12, 13, 27, 31 and 32 having been cancelled. 

Continued Examination Under 37 CFR 1.114 

2. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
September 23, 2008 has been entered. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 1-11, 14-20, 23-26, 28, and 29 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Sullivan (5,243,971) in view of Brown (6,032,065) and Miles 
(5,353,788). 
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As to Claim 1 , Sullivan discloses a mask assembly (1 1 , Figure 8a) comprising: a 
body (the combination of elements 24, 34, and 13) having an inner surface (34), and 
external surface (24) and a perimeter surface (13); and a forehead support (31) 
connected to the body (the combination of elements 24, 34, and 13), a control system 
(14), and a gas delivery device (10) in communication with said breathing mask (11), 
said gas delivery device (10) delivering gas to the patient (12) based on a control 
system (14) determination (Column 3, Line 55 thru Column 4, Line 8). Yet Sullivan 
does not expressly disclose an EEG sensor located on the forehead support, nor the 
control system adapted to receive a signal from the EEG sensor for determining the 
sleep stage of the patient. However, at the time the invention was made the use of 
EEG sensors on the forehead and the control system cooperatively working with the 
EEG sensor to determine the patient's sleep stage was known. Regarding the 
placement of an EEG sensor to the forehead support, Brown teaches the use of a pair 
of EEG sensors (28) on the patient's forehead for sensing the electrical wave forms of 
the patient's brain activity for the treatment of sleep disorders. (Column 3, Lines 35-38). 
Regarding the cooperative relationship between the sensors and the gas delivery 
device, Miles teaches the use of sensors such as EEG for gathering information and 
modifying the air flow pressure cycle for the purpose of providing appropriate medical 
treatment as a result of the physiological data of the patient. (Column 4, Lines 55-66). 
Therefore, it would have been obvious to one having ordinary skill in the art to modify 
the forehead support of Sullivan to include an EEG sensor as taught by Brown to enable 
the monitoring of sleep disorders and to modify the processor of Sullivan to include the 
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cooperative relationship between the sensors and gas delivery as taught by Miles to 
enable accurate respiratory therapy based upon the physiological needs of the patient. 

As to Claim 2, Sullivan discloses the perimeter surface (13) includes a padding 
material having a thermosensitive coating. Specifically, Sullivan discloses the 
membrane is molded from a soft, flexible plastic material. Intrinsically, as the 
perimeter surface (13) is made from a softer and different material than the rest of the 
mask (1 1 ) the perimeter surface (13) is more sensitive to temperature. 

As to Claim 3, Sullivan discloses a bar (30) extending in a lateral direction from 
the forehead support (31 ). 

As to Claims 4 and 1 1 , Miles discloses additional sensors such as blood oxygen 
saturation may be utilized to calculate the physiological data of the patient. Regarding 
the location of the sensor on the forehead, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to change the location of the 
blood oxygen sensor to the forehead support, since it has been held that rearranging 
parts of an invention involves only routine skill in the art. In re Japikse, 86 USPQ 70. 

As to Claim 5, Brown discloses the electrodes are made from a pad comprising a 
conductive carbonized rubber material. (Column 3, Lines 9-29). 

As to Claims 6, Sullivan discloses a strap (the combination of elements 42 and 
43) extending from the mask (11), and wherein a physiological sensor is located on the 
strap. Regarding the location of the sensor on the strap, it would have been obvious to 
one having ordinary skill in the art at the time the invention was made to change the 
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location of the sensor to the strap, since it has been held that rearranging parts of an 
invention involves only routine skill in the art. In re Japikse, 86 USPQ 70. 

As to Claim 7, Brown discloses the use of sensors (30) to measure EOG. 
(Column 3, Lines 38-47). 

As to Claims 8, 14, 17, 18, and 20, please see the rejection of claim 1. 
Regarding the plurality of sensors, Brown discloses a plurality of sensors utilized to 
calculate EEG (28), EOG (30) and EMG (32). 

As to Claim 9, Brown discloses an EMG sensor (32). 

As to Claim 10, Miles teaches the use of physiological sensors such as ECG 
(Column 7, Line 40). 

As to Claims 15 and 19, Miles discloses the use of pulse oximetry sensor and an 
ECG sensor (Column 7, Line 40 and 43) yet does not expressly disclose the location of 
the sensors. Regarding the location of the sensor on the mask, Miles teaches sensors 
may be mounted on the mask. (Column 4, Lines 44-45). 

As to Claim 16, Brown discloses an EMG sensor (32) and Sullivan discloses the 
use of a strap (the combination of elements 42 and 43); yet the placement of the 
sensors on the strap has not been discussed. Regarding the location of the sensor on 
the strap, it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to change the location of the sensor to the strap, since it has 
been held that rearranging parts of an invention involves only routine skill in the art. In 
re Japikse, 86 USPQ 70. 
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As to Claims 23 and 26, Miles discloses a first thermal sensor (Column 4, Lines 
55-60) on the interior surface (Column 4, Lines 33-37) and a second thermal sensor 
(Column 4, Lines 33-37). Miles discloses detecting a temperature change (via 
processor, 12) in the first or second thermal sensor (Column 5, Lines 20-68 and Column 
6, Lines 1-30). Yet Miles does not expressly disclose the location of the second sensor 
to be located adjacent to the mouth of the patient. Regarding the location of the sensor 
near the mouth, it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to change the location of the sensor near the mouth, since 
it has been held that rearranging parts of an invention involves only routine skill in the 
art. In re Japikse, 86 USPQ 70. 

As to Claims 24, 25, and 29, Miles disclose the detection of body movement via a 
sensor (Column 7, Lines 45-48). Regarding the location of the sensor on the mask, 
Miles teaches sensors may be mounted on the mask. (Column 4, Lines 44-45). 

As to Claim 28, Sullivan discloses a support pad (31) in contact with the forehead 
of the patient. 

5. Claims 21 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Sullivan (5,243,971), Brown (6,032,065) and Miles (5,353,788) as applied to claim 
18 above, and further in view of Cui et al. (5,584,296). 

As to Claims 21 and 22, the combination of the prior art references teaches a 
mask assembly with a plurality of sensors, yet does not expressly disclose the use of 
light sources and high pass filters. However, at the time the invention was made the 
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use of light sources and high pass filters was known. Specifically, Cui teaches 
attaching a light source (36) and a light sensor (32) on a mask so that the light source 
and light sensor are positioned to contact a person's forehead (Fig 1), illuminating the 
light source (Column 2, Lines 63-66); detecting the light from the light source (via 32 
and 34) as it deflects from the person's skull; and converting (via 20) the detected light 
into an analog signal. Regarding the filtering technique, the technique utilized would be 
within the conventional methods of filtering sound since it has been held to be within the 
general skill of a worker in the art to select a known filtering technique on the basis of its 
suitability for the intended use as a matter of obvious design choice. Therefore, it would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to modify the sensors of Miles to include a light source and sensors as taught by 
Cui for the purpose of reading and detecting sensor information. 

6. Claim 30 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sullivan 
(5,243,971), Brown (6,032,065) and Miles (5,353,788) as applied to claim 14 above, 
and further in view of Tripp, Jr. (H1039). 

As to Claim 30, the combination of the prior art references teaches a mask 
assembly with a plurality of sensors, yet does not expressly disclose a mask seal 
leakage detector. However, Tripp teaches a perimeter of the mask is adapted to sense 
leaks (Column 1 1 , Lines 46-53). Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the sensors of Miles 
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to include a leakage detector as taught by Tripp to detect the passage of air been the 
mask assembly and the external environment. 

Response to Arguments 

7. Applicant's arguments with respect to claims 1-11, 14-26, and 28-30 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Sullivan et al. (5,199,424; 6,398,739; and 6,635,021) and Kwok 
et al. (6,1 19,693) disclose additional respiratory masks for the treatment of sleep apnea. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Annette F. Dixon whose telephone number is (571) 272- 
3392. The examiner can normally be reached on Monday thru Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571 ) 272-4835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Annette F Dixon 
Examiner 
Art Unit 3771 

/Annette F Dixon/ 
Examiner, Art Unit 3771 

/Justine R Yu/ 

Supervisory Patent Examiner, Art Unit 3771 



